ATTACHMENT B
Massachusetts Department of Public Health

DRAFT Guidelines Authorizing Pharmacists, Dentists andCertified EMT-Paramedics to
Administer Immunization Vaccines Against Seasonal Influena and Pandemic Influenza A
H1N1 2009

Effective Date: XXX

A Purpose

In preparation for pandemic H1N1 2009 influenza, the Massaithuagblic Health Council
recently approved emergency amendments to 105 CMR700.000, @wizodverning the
implementation of the Controlled Substances Act, M.@.84C. The emergency regulations
were filed with the Secretary of the CommonwealttSeptembekX, 2009 and became
effective on that date. The aim is to expedite thaiaistration of influenza vaccines so that
large numbers of people can be vaccinated in-a shordpaione.

The emergency amendments allow the Commissioneed¥itssachusetts Department of Public
Health (the Commissioner) to expand the type and nuofdezalth care professionals who may
administer influenza vaccines, but do not require membéhgse professions to participate in
the administration of vaccines. Specifically, the sjaacy amendments allow the
Commissioner to authorize health care professiom@aded or certified by the Massachusetts
Department of Public Health (MDPH) to administer vacdaorehe prevention of influenza,
provided the Commissioner determines that there are lldvayiinsufficient numbers of

currently authorized health care professionals avaifablemely vaccine administration. The
Commissioner mustiissue an order authorizing such vacgdmastration and specify certain
parameters of vaccine administration.

The approved amendments require a health care profaka@ministering vaccine to be
properly trained and supervised. In addition, the regulatemsre that the vaccine be
administered under an order or prescription of a pracétiauthorized to prescribe vaccines.
The person administering must comply with the ordeéhefCommissioner and the prescriber’s
order with respect to proper storage, handling and refutre vaccines, record keeping of
administration, responses to adverse events, and shgppropriate administration of vaccines.
Health professionals who-are responsible for overgeaemmmunization clinics have the right to
determine which individuals they will allow to administerccines in their clinic and may
require vaccinators to have additional training or comggtermaluation (e.g., just-in-time),
beyond what is described in these guidelines, to assusafieappropriate and effective
administration of influenza vaccine in their clinic. Thdiscument outlines:

* Requirements for the authorization, training and profeasmacumentation that
must be maintained by health care professionals (ph@&tsiadentists, EMT-
paramedics) who may administer vaccine under the Cesmnier's Order;

* Required elements of vaccine administration training @rogrfor the targeted health
care professionals;
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* Documentation requirements for training programs on inffaevaccine
administration;

* Documentation that must be issued and available toyéefsuccessful completion
of required training by targeted health care professioaats;

* Information and links to the MDPH'’s written protocols carngrthe latest guidance
and requirements about vaccine ordering, storage, prowasinformation and
documentation.

B. Authorization, Training and Documentation Requirement$iealth Care Professionals

The following guidelines specify the standards that liceépdermacists and dentists, and
certified EMT-paramedics must satisfy in order to adster vaccine for the prevention of
influenza pursuant to the Commissioner’s Order nuiXb@t. Health professionals who are
responsible for overseeing immunization clinics haeerigpht to determine which individuals
they will allow to administer vaccines in their ctrand may require vaccinators to have
additional training or competency evaluation (e.g., judtane), beyond what is described in
these guidelines, to assure the safe, appropriate and\effadtninistration of influenza vaccine
in their clinic.

Pharmacists

Commissioner’s Authorization: Since 2000, pharmacists who have undergone training
according to a curriculum approved by MDPH and MassattsuBeard of Registration in
Pharmacy have been authorized to administer influer@aneaand certain other vaccines to
persons 18 years old or older. Specific authorizatiaharCommissioner’s Order authorizes,
but does not require, a pharmacist to administer vataipersons 12 years old or oldefor
the prevention of influenza under an order or presonpif a practitioner authorized to
prescribe provided that the pharmacist:

1) is in.good standinigwith and currently licensed by the Massachusetts Bdard o
Registration in Pharmacy to practice pharmacy in Mdsssetts;

2) has successfully completed an education program acmldaitthe Centers for Disease
Control and Prevention, the Accreditation Councilftyarmacy Education (ACPE) or a
similar health authority or professional body, in ademce with 105 CMR 700.004, the
Board of Registration in Pharmacy or vaccinatiomirey program sponsored by MDPH
on the safe, appropriate and effective administratianflufenza vaccine and
demonstrated competence to administer vaccines upon campdéthat training;

3) maintains official documentation of successful compiedf required training which has
been issued by the training program/sponsor; and

4) is prepared to present such documentation as well &ghl®ense to practice pharmacy
in the Commonwealth upon request of the MDPH, the BoaREgistration in
Pharmacy, a patient/person who is being vaccinated Iphdmenacist, or from an
administrator/health professional who is responsitMa@étermining the qualifications of
a pharmacist who wishes to administer vaccinations a®parvaccine administration
program or clinic.

! A license or certification that is in good standingusrent and not on disciplinary status of probationpeusion,
or revocation.
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EMT-Paramedics

Commissioner’s Authorization. EMT-Paramedics are currently authorized to administer
certain medications intravenously, intramuscularlg smbcutaneously under the Department’s
EMS System regulations and Statewide Treatment Pretotthe MDPH Office of Emergency
Medical Services (OEMS) and under the supervision of acaledirector. They are also trained
in accordance with the U. S. Department of Transporta EMT-Paramedic National Standard
Curriculum to administer such medications. Specific aughtion in the Commissioner’s Order
authorizes, but does not require, an EMT-Paramediciedrbly OEMS to administer vaccine
for the prevention of influenza in accordance with OEM&ocols issued for this purpose and
under the supervision of the medical director of theddelusetts licensed ambulance service
with which they work, provided that the EMT-Paramedic:

1) is in good standingwith and currently certified by the MDPH. Office of Emgency
Medical Services at the EMT-Paramedic level;

2) has successfully completed a training program provided by hefhienlance service,
under the oversight of his/her medical director anddasetraining standards provided
by OEMS or a vaccination training program sponsored by MDRIthe safe, appropriate
and effective administration of influenza vaccine, anénelthe medical director has
determined that the EMT-Paramedic has demonstrated camopdteadminister
vaccines upon completion of that training;

3) maintains official documentation of successful compiebdf required training which has
been issued by his/her ambulance service; and

4) is prepared to present such documentation as well-@ehEMT-Paramedic certification
issued by OEMS upon request of the MDPH, a patient/personsadeing vaccinated by
the EMT-Paramedic, or from an administrator/healtfggsional who is responsible for
determining the qualifications of an EMT-Paramedic whehes to administer
vaccinations under the direction of the ambulance samiedical director as part of a
vaccine administration program or clinic.

Dentists

Commissioner’s Authorization: Neither the prescribing nor the administration afonaes is
within the defined scope of practice of dentists licensgatdctice dentistry in Massachusetts.
However, the Commissioner’s Order authorizes, but doesequire, a dentist to administer
vaccine for the prevention of influenza under an ordgrescription of a practitioner authorized
to prescribe vaccine provided that the dentist:

1) is in good standingwith and currently licensed by the Massachusetts Bdard o
Registration in Dentistry to practice dentistry in gashusetts;

2) administers influenza vaccines under the auspices ofig@umnization program of a
licensed health care facility, visiting nurse agency, puidedth or government agency,
accredited/approved dental, pharmacy or medical sch@olMassachusetts Dental
Society, or other recognized public health or professiorgnization;

3) has successfully completed an education program offeradibgnsed health care
facility, public health agency, accredited/approved deptaymacy or medical school,
or sponsored by the MDPH, the Massachusetts Dentit$@r other recognized public
health or professional organization on the safe, apjtepand effective administration
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of influenza vaccine, and demonstrates proficiency in agtering vaccines consistent
with completion of that training program;

4) maintains official documentation of successful comgiebf required training which has
been issued by the training program/sponsor; and

5) is prepared to present such documentation as well &&hl®ense to practice dentistry
in the Commonwealth upon request of the MDPH, the BoaREgistration in Dentistry,
a patient/person who is being vaccinated by the dentisrran administrator/health
professional who is responsible for determining the qaatibns of a dentist who wishes
to administer vaccinations as part of a vaccine admaistr program or clinic.

C. Required Elements of Programs to Train Health Carfefsmnals in the Safe, Appropriate
and Effective Administration of Influenza Vaccines

Curricula for the training of health professionals ia afe, appropriate and effective
administration of influenza vaccine shall containg atinimum, content pertaining to:

1) The nature of immunization and influenzavaccines

2) Content of patient education and use of the Vaccine Ir#tom Statement (VIS)

3) Screening for appropriateness of and contraindicatiomsrtaization

4) Vaccine storage and handling

5) Safe and appropriate administration of injectable and dittenuated influenza vaccine

6) Indications for the evaluation of and response to naéédimergencies, and the
administration of medications to treat such emergeanci

7) Recognition and reporting of adverse events

8) Record keeping

D. Documentation Requirements for Influenza Vaccine Adrr@i®n Training Programs

The sponsor of a training program in the safe, appromtesffective administration of
influenza vaccine shall keep the following records fperaod of three (3) years. Records shall
be furnished to the MDPH upon request.

1) Course description

2) Faculty

3) Date of the training

4) Location of the training

5) Roster of attendees

6) Continuing education credits, if applicable

All participants must be provided with a written ceréfion of successful completion and
attendance which includes:

1) Name and address of the training organization/sponsor

2) Participant’'s name, address and professional licemsi@éaion number
3) A brief statement of the subject matter

4) Date and location of the training program
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5) Signature and title of a qualified representative ottaiming organization attesting to
the proficiency of the participant in the safe, appropratd effective administration of
influenza vaccines, injectable and/or nasal adminietraif influenza vaccine(s)

6) Number of continuing education credits issued, if applecab

E. Written Protocols

The Department’s written clinic protocols covering Biest guidance and requirements about
vaccine ordering, storage, provision of information and doatemien can be found at
http://www.mass.gov/dph/impand then click on “Vaccine Management.” Standing arétar
vaccines and clinic protocols can be found by going to hMipw.mass.gov/dph/imrand
clicking on “Model Standing Orders.”

Links to a couple of very helpful recommendations artedbelow. Additional guidance and
other resources for immunization training can also bedan the DPH website.

Prevention and Control of Seasonal Influenza with fees;i Recommendations of the Advisory
Committee on Immunization Practices (ACIP), 2009 (CDC)
http://www.cdc.gov/mmwr/pdf/rr/rr5808.pdf

Use of Influenza A (H1N1) 2009 Monovalent Vaccine, Recontdagans of the Advisory
Committee on Immunization Practices (ACIP), 2009 (CDC)
http://www.cdc.gov/mmwr/PDF/rr/rr5810.pdf

Information about upcoming immunization training programsatam be found on the DPH
website athttp://www.mass.gov/dph/imm

Latest Information on Influenza Outbreak and Vaccination

There is helpful information about flu vaccine, inchglihe risks and benefits of getting
vaccinated, and H1N1 guidance, on the Centers for DiseaseoCand Prevention’s (CDC'’s)
website at http://www.cdc.gov/fluFor the latest updates on influenza also pleasethesit
Department’s website at www.mass.gov/dph/flu

Contact Information

If you have any questions concerning the emergency amendiodts CMR 700.000, please
contact the Drug Control Program at 617-983-6700 or dcp.dph@statis. Questions
concerning vaccine administration, training and managesmentld be directed to the
Immunization Program at 617-983-6800.
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